
5lO(k) SUMMARY OF 
SUBSTANTIAL 
EQ U I VALE NC E 

Proprietary Name: 

Performance Standards 
Perforn~ince standards do not currenlly exist for these devices. None established 
iincler Section S 14. 

Device Description 
*-c*.r 

The GORE-TEX DualMesh EMBRGE PLUS Biomaterial coiisists of an ePWH 
mesh coated with silver carbr.)nate and chlorhhcxidinc dincccutt: and n. silicorie 
ccsmponent attached to the ciosed microstructwe side of  the epTEE corripor~enr wi th  
u silicoiic adhesive. The silicone component is desigiied to provitle u ,siii'fening 
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effect to the ePTI% component thereby nmking the ePTm inaterial more rigid and 
iinproving its handling charttcteristics. The si1 icone component provides both 
stiffness and easier ~inrollitig in order to aid in placement and fixatioti of  the cPTFT;, 
component. 

Indication for Use 
GOIIE-'TEX DunlMesh EMERGE PLUS Biomacerid is indicated for tlie 
reconstruction of hernias aiicl soft tissue deficiencies atid for the temporary bridging 
of facial defects. 

Substantially Equivalent Devices 

Summary of Studies 
W ,L, Gnrc & Associates, Inc. pcr~formed device integrity kesLing to support that tlw 
C013E-'XX DunIMesh RMEROE PI,1JS Biomaterial is eytiivulent 10 thc prixlicnLe 
cleviccs. All devicc integrity test losults for the GORE-TEX DualMcsli BMBIICE 
I'IJJS Hi 0111a tcri S I  inet s peci f'ied ruq ui rciiieii ts. 

Conclusion (Statement of Equivalence) 
Through data and inforinat ion prescntccl, nuiixxoiis similarities support i~ 

tlcmninalioo ol' subslaritial equivalcncc, aiid therefore iiiarkct olea~~ancc of t tic W 
L. Gore Sr Associates, Inc, GORE-TEX DualMesh EMERGE PLUS Biomateml 
tliroiigh this Spccial 5 lO(k) Premiwket Notification. 



L DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

Food and Drug Administration 
9200 Corporate Boulevard 
Rockville MD 20850 

AUG 1 5 2003 

Mr. Brandon Hansen 
Regulatory Affairs 
W. E. Gore & Associates, Inc. 
3450 West Kiltie Lane 
Flagstaff, Arizona 8600 1 

Re: KO32168 
Trademevice Name: GORE-TEX DualMesh EMERGE PLUS Biomaterial 
Regulation Number: 21 CFR 878.3300 
Regulation Name: Surgical Mesh 
Regulatory Class: I1 
Product Code: FTL 
Dated: July 15,2003 
Received: July 17,2003 

Dear Mr. Hansen: 

We have reviewed your Section 5 1 O(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. The 
general controls provisions of the Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. 

If your device is classified (see above) into either class 11 (Special Controls) or class I11 (PMA), it 
may be subject to such additional controls. Existing major regulations affecting your device can 
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may 
publish further announcements concerning your device in the Federal Register. 

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other requirements of the Act 
or any Federal statutes and regulations administered by other Federal agencies. You must 
comply with all the Act’s requirements, including, but not limited to: registration and listing (21 
CFR Part 807); labeling (2 1 CFR Part 80 1); good manufacturing practice requirements as set 
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 53 1-542 of the Act); 2 1 CFR 1000- 1050. 
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This letter will allow you to begin marketing your device as described in your Section 5 lO(k) 
premarket notification. The FDA finding of substantial equivalence of your device to a legally 
marketed predicate device results in a classification for your device and thus, permits your device 
to proceed to the market. 

If you desire specific advice for your device on our labeling regulation (2 1 CFR Part 80 l), please 
contact the Office of Compliance at (301) 594-4659. Also, please note the regulation entitled, 
"Misbranding by reference to premarket notification" (21CFR Part 807.97). You may obtain 
other general information on your responsibilities under the Act from the Division of Small 
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or 
(301) 443-6597 or at its Internet address http://www.fda.aov/cdrWdsmaldsmamain.html 

Sincerely yours, 

Celia M. Witten, Ph.D., M.D. 
Director 
Division of General, Restorative . 
and Neurological Devices 

Office of Device Evaluation 
Center for Devices and Radiological Health 

Enclosure 
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INDICATION FOR USE 

510(k) Number (if known): kY34 (0 
Device N ~ i i i c :  GORE-EX DitalMesh EMERGE PLUS Biomaterial 

Intended Use / Xrrdicatiorr 
For Ilse: 

GORE-TEX DualMcsh EMEIlCfE PLUS I3iomutcr*itd is 
indicated for the reconstruction ol hcrnias iincl suit tissue 
deficiencies and for thc temporary bridging of facial 
C I ~ ~ C C ~  S .  

(PLEASE DO NOT WRITE BELOW THIS LINE - CClNTlNUE ON ANOTHER PAGE IF NEEDIW) 

Coiicurrctice of CDRI-I, Office of Device Evaluation (ODE) 

x 

Division of General, Restorative 
and Neurological Devices / 
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